Application No. 09/954,557 
Attorney Docket No. 01035.0039-00000 



REMARKS 

I. Status of the Claims 

Claims 14-24 are pending. No claims have been amended by this response. 

II. 102(eV103 Rejection 

The Examiner rejected claims 14-24 under 35 U.S.C. §§ 102(e)/103 as being 
anticipated by, or in the alternative, obvious in view of U.S. Patent No. 6,129,755 to 
Mathis et al. ("Mathis"). 

Applicant submits that Mathis neither anticipates the present claims nor renders 
the claimed invention obvious and requests reconsideration and withdrawal of the 
rejection for at least the following reasons. Since the Examiner has rejected the present 
claims under 102(e)/103, Applicant addresses both anticipation and obviousness in the 
following remarks. 

A. Anticipation 

With regard to claim 14, the Examiner alleges that "[t]he unrestrained portion free 
from sheath 40 is heated by the body temperature to a temperature in the range of 24- 
37 degree Celsius to be transformed into an austenite state as recited in the claim." 
Final Office Action at page 2. 

To anticipate a claim, the reference must teach every element of the claim. 
M.P.E.P. § 2131; Verdegaal Bros. v. Union Oil Co. of California, 2 U.S.P.Q.2d 1051, 
1053 (Fed. Cir. 1987) ("A claim is anticipated only if each and every element as set forth 
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in the claim is found, either expressly or inherently described, in a single prior art 

reference."). 

The disclosure of Mathis clearly does not teach each and every element set forth 
in the claims. Mathis discloses that "the stent is then cooled until it is completely 
martensitic, crimped down to its un-expanded diameter and then loaded into the sheath 
of the delivery apparatus." Mathis at col. 9, lines 5-7. In the "Background of the 
Invention" section, Mathis discusses the characteristics of shape memory alloys and 
discloses that "heating of the deformed martensite phase to a temperature above the 
martensite to austenite transformation temperature causes the deformed martensite 
phase to transform to the austenite phase" but that "[i]f restrained, the metal will remain 
martensitic until the restraint is removed." Id. at col. 2, lines 49-65. 

The Examiner suggests that in a partially deformed configuration, the 
unrestrained portion of the stent free from the sheath may be transformed into an 
austenite phase. Final Office Action at pages 2 and 3. Contrary to the Examiner's 
allegations, however, Mathis does not disclose when, or even if, the stent transforms 
from the martensite phase to the austenite phase. Moreover, Mathis never discloses a 
partially deformed configuration in which the unrestrained portion may be in the 
austenite phase. Mathis discloses that the stent is cooled until it is "completely 
martensitic" and then crimped. Mathis at col. 9, lines 5-7. Furthermore, as Figure 2 of 
Mathis clearly shows, the entire crimped stent 50 is restrained by the sheath 40, which 
runs the entire length of the stent. Therefore, the Examiner's assertion that the stent of 
Mathis exists in a partially deformed state wherein the unrestrained portion is in the 
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austenite phase is mere conjecture at best because Mathis never discloses such a 

situation. 

Thus, Mathis does not teach a medical device and delivery system having the 
elements recited in the present claims because Mathis does not teach a shape memory 
alloy element being in an austenitic state when in an at least partially deformed 
configuration in its restrained shape. 

Regarding claim 23, the Examiner alleges that the stent and sheath/constraint of 
Mathis "comprise every structural limitation as recited in the claims and because the 
composition of stent 50 is in the range of the composition of the stent as claimed in the 
present invention, stent 50 must have martensite deformation temperature about 50 
degrees C higher than Af as recited in claim 23 of the present invention." Final Office 
Action at page 3. 

First, it is noted that the present claims do not recite a range of the composition, 
as stated by the Examiner. Furthermore, claim 23 and the claims from which it depends 
do not recite the components which comprise the shape memory alloy. Thus, the 
Examiner is improperly reading limitations into the claims. 

Second, the Examiner states that the stent of Mathis "must have [a] martensite 
deformation temperature about 50 degrees C higher than Af." Final Office Action at 
page 3. The Examiner, however, does not provide any factual evidence or identify any 
teaching to support this allegation. The Examiner uses the phrase "must have" in the 
rejection, which means the Examiner is making an inherency argument. 

To establish inherency, the Examiner must show that the alleged characteristic is 
necessarily present. M.P.E.P. § 21 12; Ex parte Levy, 17U.S.P.Q.2d 1461, 1464 (Bd. 
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Pat. App. & Inter. 1990) ("In relying upon the theory of inherency, the examiner must 

provide a basis in fact and/or technical reasoning to reasonably support the 

determination that the allegedly inherent characteristic necessarily flows from the 

teachings of the applied prior art." (emphasis in original)). The fact that a certain result 

or characteristic may occur or be present in the prior art is not sufficient to establish the 

inherency of that result or characteristic. In re Rijckaert, 9 F.3d 1531, 1534, 28 

U.S.P.Q.2d 1955, 1957 (Fed. Cir. 1993) (emphasis in original). 

The Examiner has not provided any evidence or technical reasoning to show why 

the nickel-titanium alloy used in the stent of Mathis necessarily has a martensite 

deformation temperature about 50 degrees C greater than the austenite finish 

temperature. 

Furthermore, those skilled in the art recognize that the characteristics of shape 
memory alloys, including the martensite deformation temperature and austenite finish 
temperature, vary widely depending on the composition. For example, Melton, in "Ni-Ti 
Based Shape Memory Alloys," Engineering Aspects of Shape Memory Alloys (1990), 
pp. 21-35 ("Melton"), teaches that it is necessary to control the composition of nickel- 
titanium allows to one-tenth to one-hundredth of a percent to achieve the desired 
transformation temperature. Melton at 23. As seen in Figure 2 of Melton, the 
transformation temperature can vary more than 100 degrees C by changing the amount 
of nickel in the alloy by about 2%. Id. 

Because the characteristics of shape memory alloys change drastically with even 
a small change in the composition of the alloy, Applicant respectfully submits that the 
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Examiner has not met the burden required by the M.P.E.P. to show that the alleged 

characteristic is necessarily present. 

For at least the foregoing reasons, Applicant submits that Mathis does not 

anticipate the claims and respectfully requests reconsideration and withdrawal of the 

rejection. 

B. Obviousness 

The Examiner further alleges that "[alternatively, it would have been obvious to 
one of ordinary skill in the art to select the exact composition of Ni and Ti within the 
range of 50.5%-60% Ni and the balance of Ti so as stent 50 comprising every feature 
as recited in the claims." Final Office Action at page 3. 

As an initial matter, it is not clear why the Examiner is basing this obviousness 
rejection on a nickel-titanium alloy since claim 14 is not limited to such an alloy, and 
certainly not one having the ranges relied on by the Examiner. Rather, independent 
claim 14 is directed to a medical device and delivery system comprising any shape 
memory alloy. For this reason alone, the Examiner's position is fundamentally flawed, 
thus rendering this rejection improper. 

Even if the Examiner's position on the nickel-titanium alloy was accurate, which it 
clearly is not, the Examiner has not established a prima facie case of obviousness 
showing why the claimed martensite deformation temperature would have been obvious 
to one skilled in the art based on the broad composition range of a nickel-titanium alloy 
disclosed by Mathis. 
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The initial burden is on the Examiner to provide some suggestion of the 
desirability of doing what the inventor has done. M.P.EP. § 2142; Ex parte Clapp, 227 
U.S.P.Q. 972, 973 (Bd. Pat. App. & Inter. 1985) ("To support the conclusion that the 
claimed invention is directed to obvious subject matter, either the references must 
expressly or impliedly suggest the claimed invention or the examiner must present a 
convincing line of reasoning as to why the artisan would have found the claimed 
invention to have been obvious in light of the teachings of the references."). 
Obviousness can only be established by combining or modifying the teachings of the 
prior art to produce the claimed invention where there is some teaching, suggestion, or 
motivation to do so found either explicitly or implicitly in the references themselves or in 
the knowledge generally available to one of ordinary skill in the art. M.P.E.P. § 2143.01 . 
Furthermore, to establish prima facie obviousness of a claimed invention, all the claim 
limitations must be taught or suggested by the prior art. In re Royka, 490 F.2d 981 , 180 
U.S.P.Q. 580 (C.C.P.A. 1974). 

The Examiner has provided no motivation or teaching in the art to show why the 
claimed invention would have been obvious to one skilled in the art. Thus, the 
Examiner has failed to establish a prima facie case of obviousness as required by the 
case law. 

Furthermore, Mathis teaches away from the claimed invention. Present claim 14 
recites, inter alia, a shape memory alloy element "having been at least partially 
deformed at or above M d into an at least partially deformed configuration" and "the 
shape memory alloy element being in an austenitic state when in the at least partially 
deformed configuration." In contrast, Mathis teaches a nickel-titanium stent that is 
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"cooled until it is completely martensitic, crimped down to its un-expanded diameter and 

then loaded into the sheath of the delivery apparatus." Mathis at col. 9, lines 5-7. Thus, 

one skilled in the art would not be motivated to substitute the crimped martensitic stent 

of Mathis with a crimped austenitic stent. 

The Examiner further suggests that it would have been obvious to one skilled in 
the art to select the exact composition of nickel and titanium within the range of 50.5% 
to 60% nickel. Final Office Action at page 3. Again, it is not clear why the Examiner is 
focusing on this specific alloy since the claimed invention is clearly not so limited. 

Regarding ranges, the M.P.E.P. states that a range disclosed in a prior art 
reference that encompasses a narrower range may be sufficient to establish a prima 
facie case of obviousness. M.P.E.P. § 2144.05; In re Peterson, 315 F.3d 1325, 1330, 
65 U.S.P.Q.2d 1379, 1382-83 (Fed. Cir. 2003). The M.P.E.P., however, conditions this 
statement by further stating that if the reference's disclosed range is so broad as to 
encompass a very large number of possible distinct compositions, this might present a 
situation analogous to the obviousness of a species when the prior art broadly discloses 
a genus. M.P.E.P. § 2144.05; In re Peterson, 315 F.3d 1325, 1330, 65 U.S.P.Q.2d 
1379, 1382-83 (Fed. Cir. 2003). 

To establish a prima facie case of obviousness in a genus-species chemical 
composition situation, as in any other 35 U.S.C. 103 case, it is essential that Office 
personnel find some motivation or suggestion to make the claimed invention in light of 
the prior art teachings. M.P.E.P. § 2144.08; In re Brouwer, 77 F.3d 422, 425, 
37 U.S.P.Q.2d 1663, 1666 (Fed. Cir. 1996). 
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As explained above, the characteristics of shape memory alloys vary drastically 
depending on the composition of the alloy. Melton teaches that to achieve a desired 
transformation temperature in a nickel-titanium alloy, it is necessary to control the 
composition to one-tenth to one-hundredth of a percent. Melton at page 23. Because 
of the exacting conditions necessary to achieve a desired temperature characteristic in 
a shape memory alloy, a broad disclosure of a composition range, such as the 50.5% to 
60% nickel concentration disclosed by Mathis, encompasses and defines a genus 
comprising many possible distinct compositions with each composition having greatly 
varying characteristics. 

The Examiner does not provide any motivation or teaching to show why it would 
have been obvious to one skilled in the art to select the exact composition within the 
broad range of nickel-titanium alloys disclosed by Mathis. Moreover, the Examiner is 
reminded that the present claims, with the exception of claim 15, do not recite a nickel- 
titanium alloy. Therefore, the Examiner's assertion that it would have been obvious to 
one skilled in the art to select the exact nickel-titanium composition required to achieve 
the claimed limitations fails to establish a prima facie case of obviousness. 

For at least the foregoing reasons, Applicant respectfully submits that Mathis 
does not teach or suggest the claimed invention and requests the reconsideration and 
withdrawal of the rejection. 

III. Conclusion 

In view of the foregoing remarks, Applicant submits that this claimed invention, is 
neither anticipated nor rendered obvious in view of the prior art references cited against 
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this application. Applicant therefore requests the Examiner's reconsideration of the 

application, and the timely allowance of the pending claims. 

Please grant any extensions of time required to enter this response and charge 

any additional required fees to our deposit account 06-0916. 

Respectfully submitted, 

FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, L.L.P. 



Dated: September 7, 2005 By: 



Louis M. Troilo 
Reg. No. 45,284 



Attachment: Melton, K.N., "Ni-Ti Based Shape Memory Alloys," Engineering 

Aspects of Shape Memory Alloys (1990), pp. 21-35. 
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□ OTHER: 
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